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CLAIMS 

1. At least one computer readabl| medium collectively carrying a machine readable 

database identifying: 

first patient eligibility criteria for a fijfst clinical trial protocol; and 
a first plurality of workflow tasks fci" said first clinical trial protocol, said first plurality 

of workflow tasks including post-enroUmeilt workflow tasks. 



1 
2 



2. A medium according to fclaim 1, wherein said database further identifies 
preliminary patient eligibility criteria appl/cable to said first clinical trial protocol. 



1 
2 



1 
2 

1 
2 



3. A medium according to /claim 1, wherein said database identifies a term by 
reference to a controlled medical terminology database. 



1 4. A method according to 

2 includes data management tasks. 

1 5. A method according to 

2 include post-enrollment patient management tasks. 



(;laim 1, wherein said first plurality of workflow tasks 



:laim 4, wherein said post-enrollment workflow tasks 



6. A method according to 
instruction for a clinician to complete a 



7. A method according to c 
instruction for a clinician to obtain infor 



(jlaim 4, wherein said data management tasks include an 
specified form. 



aim 4, wherein said data management tasks include an 
ed consent of a patient. 
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8. A method according to claim 7, wherein said first plurality of workflow tasks 
includes an instruction to obtain specified pat/ent medical information before said instruction to 
obtain informed consent. 



1 
2 
3 



9. A method according to cL&im 8, wherein said first plurality of workflow tasks 
includes a pre-enroUment instruction to/obtain specified patient medical information after said 
instruction to obtain informed consent./ 



1 10. A method according to claim 1, wherein said data management tasks further 

2 include an instruction to enroll a pat/ent into a clinical trial. 



"h 4 



11. A method according to claim 1, wherein said data management tasks include an 
instruction to enroll a patient into ia clinical trial. 



At least one comp 
database identifying: 

a plurality of patient 
a plurality of data manag- 



iter readable medium collectively carrying a machine readable 



management tasks for a first clinical trial protocol; and 
: jment tasks for said first clinical trial protocol. 



^ 13. A medium according to claim 1 2, wherein said database further identifies patient 

2 eligibility criteria applicable to said first clinical trial protocol. 



14. A medium accon 



ing to claim 12, wherein said database identifies a term by 



2 reference to a controlled medical terminology database. 

1 15. A method according to claim 12, wherein said plurality of patient management 

2 tasks includes post-enrollment patieVit management tasks. 
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16. A method according to claim 12, wherein said plurality of data management tasks 
includes an instruction for a clinician to Complete a specified form. 



1 
2 



17. A method according td claim 12, wherein said plurality of data management tasks 
includes an instruction for a clinician to obtain informed consent of a patient. 



1 
2 

'3 



18. A method according to claim 17, wherein said plurality of patient management 
tasks includes an instruction t6 obtain specified patient medical information before said 
instruction to obtain informed consent. 



-1 

=:2 

13 



1 

2 
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19. A method accofrding to claim 18, wherein said plurality of patient management 
tasks fiirther includes a pre-en/ollment instruction to obtain specified patient medical information 
after said instruction to obtam informed consent. 



jl 20. A method aciording 

Q. fiarther includes an instruction 



1 21. Amethodacb 

includes an instruction to erlroll 



to claim 1 7, wherein said plurality of data management tasks 
to enroll a patient into a clinical trial. 



ording to claim 12, wherein said plurality of data management tasks 
a patient into a clinical trial. 



22;; A clinical triaUs method, comprising the steps of 

storing a plurality of jdatabases each identifying, for a respective clinical trial protocol, 
at least one member of the grfcup consisting of patient eligibility criteria and protocol workflow 
tasks; and 1 

providing access to individual ones of said databases by each of a plurality of clinical sites 
in accordance with predetermifted site eligibility criteria. 
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1 23 . A method according to claim 22, further comprising the step of authorizing each 

2 of said clinical sites to perform trials of the dinical trial protocols to which the site is provided 

3 access. 

1 24. A method according to clajfm 22, wherein said step of providing access comprises 

2 the step of downloading the database fo^ a particular one of said protocols to a particular one 

3 of said clinical sites. 



l2 

;:3 

j3 
■A 

1 
2 



25. A method according to iclaim 22, wherein said step of providing access comprises 



the step of allowing a particular one 
particular one of said protocols. 



to 



26. A method according 
least a subset of said databases to a 

wherein said step of providlni 
clinical site to access one of the dati 



27. A method according 
databases from a plurality of difFereri 



of said clinical sites remote access to the database for a 



claim 22, further comprising the step of downloading at 
particular one of said clinical sites, 

g access comprises the step of allowing said particular 
dbases downloaded. 



;o claim 22, further comprising the step of receiving said 
protocol designers. 



1 28. A method according tdi claim 22, wherein each of said databases identifies: 

2 patient eligibility criteria for the respective clinical trial protocol; and 

3 a plurality of workflow tasks for the respective clinical trial protocol, said plurality of 

4 workflow tasks including post-enrollment workflow tasks. 
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1 29. A method according to claim 28, wherein each of said databases further identifies 

2 preliminary patient eligibility criteria applicaole to the respective clinical trial protocol. 

1 30. A method according to claim 22, wherein each of said databases identifies: 

2 a plurality of patient managemeni tasks for the respective clinical trial protocol; and 

3 a plurality of data management iasks for the respective clinical trial protocol. 

1 At least one computer readable medium collectively carrying a library identifying 

2 a plurality of machine readable protocol databases each identifying, for a respective clinical trial 

3 protocol, at least one member of thef group consisting of patient eligibility criteria and protocol 

4 workflow tasks. / 

1 32. A medium according to claim 31, further comprising means for providing access 

2 to individual ones of said protocol/databases by each of a plurality of clinical sites in accordance 

3 with predetermined site eligibility criteria. 

1 33. A medium accorc ing to claim 31, wherein different ones of said protocol 

2 databases were prepared by different protocol designers. 

1 34. A medium according to claim 31, wherein, each of said protocol databases 

2 identifies: 

3 patient eligibility criteria far the respective clinical trial protocol; and 

4 a plurality of workflow tasks for the respective clinical trial protocol, said plurality of 

5 workflow tasks including post-enrollment workflow tasks. 

1 3 5 . A medium according lo claim 3 4, wherein each of said protocol databases further 

2 identifies preliminary patient eligibilitjc criteria applicable to the respective clinical trial protocol. 
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1 36. A medium according to claim 31, wherein each of said protocol databases 

2 identifies: / 

3 a plurality of patient management tafeks for the respective clinical trial protocol; and 

4 a plurality of data management tasks for the respective clinical trial protocol. 

1 3 7 . A medium according to claim 3 1 , wherein at least one of said protocol databases 

2 identifies a term by reference to a controlled medical terminology database. 

: 1 38. A medium according to claim 37, wherein each of said protocol databases 

2 identifies a term by reference to a controlled medical terminology database. 

1 39, A medium according to claim 37, wherein each of a plurality of said protocol 

2 databases identifies a term by reference to a common controlled medical terminology database. 

1 40. A medium according to claim 31, wherein different ones of said clinical trial 

2 protocols address different disease categories. 

1 41 . A medium accorc ing to claim 3 1, wherein each of said machine readable protocol 

2 databases includes software objects instantiated from a corresponding predefined set of object 

3 classes. 

1 42. A medium according to claim 4 1 , wherein all of said machine readable protocol 

2 databases include software objects instantiated from a common predefined set of object classes. 

1 43. A medium accorctng to claim 41, wherein a first one of said machine readable 

2 protocol databases includes soft^^are objects instantiated from a first predefined set of object 
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classes, and a second one of said machine readable protocol databases includes software objects 
instantiated from a second predefined set of C)Oject classes different from said first predefined set 
of object classes. 



1 44. A medium according to /claim 41, wherein the machine readable protocol 

2 databases are for cHnical trial protocols in a plurality of disease categories, 

3 and wherein the software objedts included in each given one of said machine readable 

4 protocol databases are instantiated from a set of object classes which corresponds to and is 

5 specific to the disease category of the/clinical trial protocol of the given protocol database. 

a :^5:J A method for designing clinical trial protocols, comprising the steps of: 

;2 defining an initial group of fi|st eligibility criteria for patients to be included in clinical 

•3 trials of a particular clinical trial protocol; and 

4 simulating patient accrual in dependence upon said initial group of first eligibility criteria. 

1 . 46. A method according to claim 45, further comprising the step of revising said 

2 initial group of first eligibility criteria in dependence upon said step of simulating. 



1 
2 
3 

1 
2 
3 
4 



47. A method accordinj 
repeating said steps of simulating anc 
patient accrual rate. 



to claim 46, further comprising the step of iteratively 
revising, until the step of simulating predicts an acceptable 



first eligibility criteria comprises the 
selecting a first list of patient 
attributes; and 



48. A method according 1 o claim 45, wherein said step of defining an initial group of 



steps of: 

attributes from a plurality of pre-existing lists of patient 
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5 establishing each of the first eligibinty criteria in said initial group by assigning an initial 

6 condition to a corresponding one of the/attributes in said first list, each of said criteria being 

7 satisfied only if a patient meets the condition assigned to the corresponding attribute, and each 

8 of said criteria being a member of the group consisting of inclusion criteria and exclusion criteria. 



1 49. A method according to claim 45, further comprising the steps of 

2 selecting, from a plurality ofjpre-existing lists of patient attributes, a first one of said lists 

3 for use in defining preliminary eligibility criteria for said particular clinical trial protocol; and 

4 establishing each of said preliminary eligibility criteria by assigning a condition to a 

5 corresponding one of the attributes in said first list, each of said criteria being satisfied only if a 

6 patient meets the condition assigned to the corresponding attribute, and each of said criteria 

7 being a member of the group consisting of inclusion criteria and exclusion criteria, 

8 and wherein said first eli^;ibility criteria are fiirther eligibility criteria to be applied only 

9 to patients who have passed prel: minary eligibility for said particular protocol as determined by 
10 said preliminary eligibility criteria. 

1 50, A method according to claim 45, wherein said first eligibility criteria include both 

2 preliminary eligibility criteria andfiarther eligibility criteria, said fixrther eligibility criteria to be 

3 applied only to patients who have passed preliminary eligibility for said particular protocol as 

4 determined by said preliminary elJgibility criteria. 



1 5:|| A method for designing clinical trial protocols, comprising the steps of 

2 defining an initial group oflfirst eligibility criteria for patients to be included in clinical 

3 trials of a particular clinical trial protocol; and 

4 polling clinical sites for exp^ted patient accrual in dependence upon said initial group 

5 of first eligibility criteria. 
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1 52. A method according to clainnf 51, further comprising the step of revising said 

2 initial group of first eligibility criteria in dependence upon said step of polling. 

1 53. A method according to claim 52, further comprising the step of iteratively 

2 repeating said steps of polling and revising, until the step of polling predicts an acceptable total 

3 patient, accrual rate. 



1 
2 
3 
4 
5 
6 
7 
8 

1 
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54. A method according to diaim 5 1 , wherein said step of defining an initial group of 
first eligibility criteria comprises the steps of: 

selecting a first list of patient Attributes fi*om a plurality of pre-existing lists of patient 
attributes; and 

establishing each of the first eligibility criteria in said initial group by assigning an initial 
condition to a corresponding one oi the attributes in said first list, each of said criteria being 
satisfied only if a patient meets the condition assigned to the corresponding attribute, and each 
of said criteria being a member of the ; jroup consisting of inclusion criteria and exclusion criteria. 



55. A method according 
selecting, from a plurality of jii 



o claim 51, further comprising the steps of: 
re-existing lists of patient attributes, a first one of said lists 



for use in defining preliminary eligibility criteria for said particular clinical trial protocol; and 



establishing each of said pre 
corresponding one of the attributes ii . 
patient meets the condition assigned 



iminary eligibility criteria by assigning a condition to a 
said first list, each of said criteria being satisfied only if a 
to the corresponding attribute, and each of said criteria 
being a member of the group consist Kg of inclusion criteria and exclusion criteria, 

and wherein said first eligibility criteria are fijrther eligibility criteria to be applied only 
to patients who have passed preliminalry eligibility for said particular protocol as determined by 
said preliminary eligibility criteria. \ 
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1 56. A method according to claim 51, wherein said first eligibility criteria include both 

2 preliminary eligibility criteria and further eligibility criteria, said further eligibility criteria to be 

3 applied only to patients who have passed preliminary eligibility for said particular protocol as 

4 determined by said preliminary eligibility criteria. 
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A method for clinical triafe, comprising the steps of 

obtaining a first subset of patienuinformation items about each of a plurality of patients; 

comparing the first subset of patient information items about each of said plurality of 
patients against first eligibility criteria fcpr a first clinical trial for a purpose of determining patient 
eligibility for said first clinical trial; 

recording said first subset of datient information items about each of said patients to a 
database; and subsequently 

comparing the first subset of natient information items about each of said patients from 
said database against second eligibility criteria for a second clinical trial for a purpose of 



determining patient eligibility for saic 



second clinical trial. 



58. A method according to claim 57, fiirther comprising the steps of 

obtaining a second subset of patient information items about each of at least a subset of 



said plurality of patients, after said step 
about each of said patients against firs 



of comparing the first subset of patient information items 
eligibility criteria for a first clinical trial for a purpose of 
determining patient eligibility for said first clinical trial; and 

comparing the second subset oF patient information items about each of said subset of 
patients against second eligibility criteria for said first clinical trial for a purpose of determining 
patient eligibility for said first clinical tr 



1 59. A method according to claim 58, further comprising the step of recording said 

2 second subset of patient information items ^bout each of said subset of patients to said database. 
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60. A method according to cliim 59, further comprising the step of comparing the 
second subset of patient information itlms about each of said subset of patients from said 
database against eligibility criteria for iaid second clinical trial for a purpose of determining 
patient eligibility for said second clinical trial. 



61. A method according tc 
obtaining a preliminary subsel 
including said plurality of patients; an( 

comparing the preliminary 
group of patients against preliminary 
of comparing the first subset of patieni: 
against first eligibility criteria. 



62. A method according t 
preliminary subset of patient 
said database. 



claim 57, fijrther comprising the steps of; 
of information items about each of a group of patients 

sublet of patient information items about each patient in said 
igibility criteria for said first clinical trial prior to said step 
information items about each of said plurality of patients 



claim 61, further comprising the step of recording said 
information items about each patient in said group of patients to 



63. A method according ti claim 61, further comprising the step of selecting said 
plurality of patients in dependence upoh said step of comparing the preliminary subset of patient 
information items. 



1 
2 
3 



64. A method according to daim 57, wherein said step of recording said first subset 
of information items about each of said toatients to a database includes the step of recording in 
said database an identity of the patient to\which each of said information items relates. 
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1 65. A method according to claim 57, wherein at least one of said first eligibility 

2 criteria is defined according to a predefined controlled medical terminology. 
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A method for designing cliracal trial protocols, comprising the steps of: 
selecting, from a plurality of pre-existing lists of patient attributes, a first one of said lists 
for use in defining preliminary eligibility icriteria for a first clinical trial protocol; 

establishing each of said preliniinary eligibility criteria by assigning a condition to a 
corresponding one of the attributes in said first list, each of said criteria being satisfied only if a 
patient meets the condition assigned flo the corresponding attribute, and each of said criteria 
being a member of the group consisting of inclusion criteria and exclusion criteria; and 

defining fiarther eligibility criteria for the first clinical trial protocol, said fiirther eligibility 



criteria to be applied only to patiei 



protocol as determined by said preliminary eligibility criteria. 



:s who have passed preliminary eligibility for said first 



67. A method according 
corresponding one of the attributes ii!i 
attribute fi'om a predetermined set o 



0 claim 66, wherein said step of assigning a condition to a 
said first list comprises the step of selecting a value for the 
available values for the attribute. 



68. A method according to claim 66, wherein said step of assigning a condition to a 



corresponding one of the attributes i i 



said first list comprises the step of selecting a plurality of 



acceptable values for the attribute frcm a predetermined set of available values for the attribute. 



1 69. A method according to claim 66, wherein said preliminary eligibility criteria 

2 includes a criterion corresponding to each of the attributes in said first list. 

1 70. A method according ta claim 66, wherein said preliminary eligibility criteria 

2 includes at least one inclusion criterion and at least one exclusion criterion. 
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1 71. A method according to claim 66, further comprising the steps of: 

2 establishing each of a plurality of preliminary eligibility criteria for a second clinical trial 

3 protocol by assigning a condition to a corresponding one of the attributes in said first list; and 

4 defining second further eligibility criteria for the second clinical trial protocol, said second 

5 fiarther eligibility criteria to be appliep only to patients who have passed preliminary eligibility 

6 for said second protocol as determined by said second preliminary eligibility criteria. 



1 72. A method according to claim 66, comprising the steps of 

2 selecting, from said plurality of pre-existing lists of patient attributes, a second one of said 

3 lists for use in defining second prel minary eligibility criteria for a second clinical trial protocol; 

4 establishing each of the criteria in said second preliminary eligibility criteria by assigning 

5 a condition to a corresponding on 5 of the attributes in said second list; and 

* 6 defining second further elig ibility criteria for the second clinical trial protocol, said second 

7 further eligibility criteria to be apolied only to patients who have passed preliminary eligibility 

8 for said second protocol as detennined by said second preliminary eligibility criteria. 

1 73 . A method accordii ig to claim 66, further comprising the step of identifying said 

2 further eligibility criteria for the first clinical trial protocol in a first machine-readable protocol 

3 definition database in association with said first clinical trial protocol. 

1 74. A method according to claim 66, wherein said step of defining fiirther eligibility 

2 criteria comprises the step of selecting a term from a predefined controlled medical terminology. 



1 :7S;: A method for clinical trials, comprising the steps of 

2 at a first clinical site, obtainir\g a first subset of patient information items about each of 

3 a plurality of patients; 
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4 comparing the first subset of patient information items about each of said plurality of 

5 patients against first eligibility criteria for a firstyclinical trial for a purpose of determining patient 

6 eligibility for said first clinical trial; and 

7 transmitting said first subset of patieAt information items about each of said patients to 

8 a central database in conjunction with an identification of said first clinical site. 
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76. A method according to claim 75, fijrther comprising the steps of 

obtaining a second subset of patfent information items about each of at least a subset of 
said plurality of patients, after said step of comparing the first subset of patient information items 
about each of said patients against firstf eligibility criteria for a first clinical trial for a purpose of 
determining patient eligibility for said/first clinical trial; and 

comparing the second subset/ of patient information items about each of said subset of 
patients against second eligibility criteria for said first clinical trial for a purpose of determining 
patient eligibility for said first clinical trial. 

77. A method according to claim 76, fiirther comprising the step of transmitting said 
second subset of patient information items about each of said subset of patients to said central 
database. 



78. A method according 



to claim 75, fiirther comprising the steps of 



obtaining a preliminary subset of information items about each of a group of patients 
including said plurality of patients; land 

comparing the preliminary siibset of patient information items about each patient in said 
group of patients against preliminarj^eligibility criteria for said first clinical trial prior to said step 
of comparing the first subset of patient information items about each of said plurality of patients 
against first eligibility criteria. 
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1 79. A method according to claim 'M, further comprising the step of transmitting said 

2 preliminary subset of patient information itepis about each patient in said group of patients to 

3 said central database. 

1 80. A method according to cliim 78, further comprising the step of selecting said 

2 plurality of patients in dependence upon said step of comparing the preliminary subset of patient 

3 information items. 



1 8 1 . A method according to daim 75, wherein said step of transmitting said first subset 

2 of patient information items about eachlof said patients to a central database in conjunction with 

3 an identification of said first clinical si ;e consists of the step of transmitting said first subset of 

4 patient information items about each of said patients in patient-anonymized form to said central 

5 database in conjunction with an identification of said first clinical site. 



1 82. A method according to claim 75, wherein at least one of said first eligibility 

2 criteria is defined according to a predefined controlled medical terminology. 



1 S:3i:p A method for clinical trials, comprising the steps of: 

2 receiving from a first clinical site a first subset of patient information items about each 

3 of a first plurality of patients, the first subset of patient information items having been compared 

4 against first eligibility criteria for a first clinical trial for a purpose of determining patient 

5 eligibility for said first clinical trial; and ; 

6 recording said first subset of patient information items in a central database. 

\ 

\ 

1 84. A method according to claim 83, further comprising the steps of 
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2 receiving from said first clinical sitfe a second subset of patient information items about 

3 each of at least a subset of said first plurality of patients, the second subset of patient information 

4 items about each of said subset of patients having been compared against second eligibility 

5 criteria for said first clinical trial for purpose of determining patient eligibility for said first 

6 clinical trial; and 

7 recording said second subset' of patient information items in said central database. 

1 85. A method according to claim 83, fiirther comprising the steps of: 

2 receiving from said first climcal site a preliminary subset of information items about each 

3 of a group of patients including siid first plurality of patients, the preliminary subset of patient 

4 information items about each pament in said group of patients having been compared against 

5 preliminary eligibility criteria for/said first clinical trial; and 

6 recording said preliminaify subset of patient information items in said central database. 

1 86. A method according to claim 85, wherein said first plurality of patients was 

2 selected in dependence upon seid preliminary subset of patient information items. 

1 87. A method acconding to claim 83, wherein said step of recording said first subset 

2 of patient information items in k central database includes the step of recording said first subset 

3 of patient information items in pid central database in correspondence with an identity of said 

4 first clinical site. 

1 88. A method according to claim 83, fiirther comprising the steps of: 

2 receiving from a second clinical site, a second subset of patient information items about 

3 each of a second plurality of patients, the second subset of patient information items having been 

4 compared against said first eligibility criteria for said first clinical trial for a purpose of 

5 determining patient eligibility for sai\i first clinical trial; and 
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recording said second subset of patient information items in said central database. 
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89. A method according to claim 88, 

wherein said step of recording said first subset of patient information items in a central 
database includes the step of recording said first subset of patient information items in said 
central database in correspondence wich an identity of said first clinical site 

and wherein said step of recording said second subset of patient information items in said 
central database includes the step of recording said second subset of patient information items 
in said central database in correspondence with an identity of said second clinical site. 



90. A method according 
central database to simulate clinical 
criteria for patients to be included ii i 



to claim 89, fiirther comprising the step of querying said 
site-specific patient accrual in dependence upon eligibility 
clinical trials of a particular clinical trial protocol. 



to claim 90, wherein said particular clinical trial protocol is 
protocol. 



91. A method according 
different from said first clinical tria 

92. A method according to claim 88, further comprising the steps of 
receiving from a clinical sitei a third subset of patient information items about each of a 

third plurality of patients, the third subset of patient information items having been compared 
against said first eligibility criteria foi a second clinical trial for a purpose of determining patient 
eligibility for said second clinical trialL and 

recording said third subset of patient information items in said central database. 



93. A method according to claim 92, 
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wherein said step of recording said first subset of patient information items in a central 
database includes the step of recording said first subset of patient information items in said 
central database in correspondence with an identity of said first clinical site, 

wherein said step of recording said second subset of patient information items in said 
central database includes the step of recording said second subset of patient information items 
in said central database in corresponnence with an identity of said second clinical site, 

and wherein said step of recording said third subset of patient information items in a 

"recording said third subset of patient information items in 
said central database in corresponddnce with an identity of the clinical site from which said third 
subset of patient information was r jceived. 



94. A method according 
central database to simulate clinical 



criteria for patients to be included n clinical trials of a particular clinical trial protocol. 



95 . A method according 
different from both said first and stcond 



to claim 93, fiarther comprising the step of querying said 
site-specific patient accrual in dependence upon eligibility 



to claim 94, wherein said particular clinical trial protocol is 
clinical trial protocols. 



96. A method according to claim 83, wherein at least one of said first eligibility 
criteria is defined according to a predefined controlled medical terminology. 



S^X: A clinical trials method, comprising the steps of: 

managing progress of a first plurality of patients in a first clinical trial according to a first 
predefined workflow graph formed as part of a first clinical trial protocol; 

recording the progress of each of the patients in said first plurality of patients through 
said first workflow graph; and 
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6 transmitting the recorded progress/of each of the patients in said first plurality of patients 

7 to a central database. 



1 98. A method according to/claim 97, further comprising the steps of 

2 managing progress of a secona plurality of patients in a second clinical trial according to 

3 a second predefined workflow graply formed as part of a second clinical trial protocol different 

4 from said first clinical trial protocol? 

5 recording the progress of each of the patients in said second plurality of patients through 

6 said second workflow graph; and 

7 transmitting the recorded brogress of each of the patients in said second plurality of 

8 patients to said central database. 

1 99. A method according to claim 97, wherein said first workflow graph connects a 

2 first plurality of workflow tasks, 

3 and wherein said step of t ansmitting the recorded progress of each of the patients in said 

4 first plurality of patients to a cen :ral database comprises the step of transmitting to said central 

5 database an indication of which of workflow tasks have been performed on each of the patients 

6 in said first plurality of patients. 



1 1 00 . A method accorc ing to claim 99, wherein said step of transmitting the recorded 

2 progress of each of the patients in said first plurality of patients to a central database fijrther 

3 comprises the step of transmitti ig to said central database patient medical status information 

4 collected from observation of each of the patients in said first plurality of patients. 



1 
2 



101 . A method according to claim 97, wherein said step of transmitting the recorded 
progress of each of the patients in\said first plurality of patients to a central database comprises 
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3 the step of transmitting to said central database patient medical status information collected from 

4 observation of each of the patients in said first plurality of patients. 

1 1 02. A method according to claim 101, wherein said patient medical status information 

2 includes at least one information itei]i defined according to a predefined controlled medical 

3 terminology, 

4 receiving from each of said s(ites information items about each of a respective plurality 

5 of patients, each of said information jitems being relevant to one or more of said patient eligibility 

6 criteria; and 

7 storing said information itefms in a database. 



1 
2 
3 
4 
5 
6 
7 

1 
2 
3 
4 
5 



[iM'i A clinical trials method, comprising the steps of: 

receiving from a first clinical site first notifications of progress of each of a first plurality 
of patients through a first predef ned workflow graph formed as part of a first clinical trial and 
recording said first notifications in a database; and 

receiving from said first clinical site second notifications of progress of each of a second 
plurality of patients through a second predefined workflow graph formed as part of a second 
clinical trial and recording said second notifications in said database. 

104. A method according to claim 103, wherein said first workflow graph connects 
a first plurality of workflow tas cs, 

otifications of progress of each of a first plurality of patients 
low graph include indications of which of workflow tasks have 



and wherein said first r 
through a first predefined worl 



been performed on each of the patients in said first plurality of patients. 
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1 105. A method according to claim 104, wherein said first notifications of progress 

2 further include patient medical status informa/ion collected fi*om observation of patients in said 

3 first plurality of patients. 

1 106. A method according to claim 105, wherein said patient medical status information 

2 includes at least one information item defined according to a predefined controlled medical 

3 terminology. 



1 
2 
3 
4 

1 
2 
3 
4 

1 
2 
3 



107. A method according to daim 103, fijrther comprising the steps of 

receiving from a second clinical site third notifications of progress of each of a third 

plurality of patients through said first predefined workflow graph formed as part of said first 

clinical trial and recording said third notifications in said database. 



108. A method according to 
progress notifications received from at 
developing a metric comparing relative 
sites. 



claim 107, fiarther comprising the step of evaluating the 
east said first and second clinical sites for a purpose of 
clinical trial performance of at least said first and second 



1 09. A method according to 
progress notifications received fi*om at 
metric of clinical trial performance of s; 



laim 103, fiarther comprising the step of evaluating the 
east said first clinical site for a purpose of developing a 
4d first site. 



1 iijO.' A clinical trials method, comprising the steps of 

2 storing in a library of clinical trial sub-protocol components, a first clinical trial sub- 

3 protocol component identifying at least one member of the group consisting of a patient 

4 eligibility criterion and a protocol workflow task; and 
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5 assigning a first sub-protocol component level user access control to said first clinical trial 

6 sub-protocol component in said library. 

1 1 1 1 . A method according to /claim 110, comprising the step of storing a plurality of 

2 databases each identifying, for a respjective clinical trial protocol, at least one member of the 

3 group consisting of patient eligibility /criteria and protocol workflow tasks, 

4 wherein said step of storing a plurality of databases includes said step of storing a first 

5 clinical trial sub-protocol component. 



1 

2 
3 

1 
2 
3 
4 
5 
6 
7 

1 
2 



112. A method according to claim 111, fiarther comprising the step of providing access 
/idual ones of said databases t 
predetermined site eligibility criteria. 



to individual ones of said databases by each of a plurality of clinical sites in accordance with 



accorqmg to claim 110, wherein said step of assigning a first sub- 
control to said first clinical trial sub-protocol component 



a xess I 



of 



114. A method accorc 



113. A method 
protocol component level user ; 
in said library comprises the ste|)S 

providing read/write accjess to said first clinical trial sub-protocol component by a first 
user; and 

providing read but not w|ite access to said said first clinical trial sub-protocol component 
by a second user. 



ng to claim 110, wherein said first clinical trial sub-protocol 



component includes first and second sub-protocol sub-components. 



1 1 15. A method according to claim 1 14, fijrther comprising the steps of 

2 assigning a first sub-protoqol sub-component level user access control to said first sub- 

3 protocol sub-component; and 
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assigning a second sub-protocol sup-component level user access control to said second 
clinical trials sub-protocol sub-component in said library. 



1 1 16. A method according to/claim 1 10, further comprising the steps of: 

2 storing in said library a second clinical trial sub-protocol component identifying at least 

3 one member of the group consisting of a patient eligibility criterion and a protocol workflow 

4 task; and 

5 assigning a second sub-prcAocol component level user access control to said second 

6 clinical trial sub-protocol component in said library, 

1 1 1 7. A method according to claim 1 1 6, wherein said first and second clinical trial sub- 

2 protocol components are both components of a common clinical trial protocol. 



1 
2 

1 
2 
3 
4 
5 
6 
7 
8 



118. A method according to claim 1 16, wherein said first and second clinical trial sub- 
protocol components are components of diflferent clinical trial protocols. 

119. A method according to claim 1 16, wherein said step of assigning a first sub- 
protocol component level user access control to said first clinical trial sub-protocol component 
in said library comprises the step of providing read/write access to said first clinical trial sub- 
protocol component by a first user, 

and wherein said step oflassigning a second sub-protocol component level user access 
control to said second chnical triil sub-protocol component in said library comprises the step of 
providing read but not write access to said said second clinical trial sub-protocol component by 
said first user. 



1120: A clinical trials meflhod, comprising the steps of 
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2 storing a plurality of clinical trial sub/protocol components each identifying at least one 

3 member of the group consisting of a patiept eHgibility criterion and a protocol workflow task; 

4 and 

5 providing access to individual on^s of said clinical trial sub-protocol components by each 

6 of a plurality of users in accordance w^th predetermined sub-protocol component level access 

7 controls. 

1 12 L A method according/ to claim 120, comprising the step of storing a plurality of 

2 databases each identifying, for a respective clinical trial protocol, at least one member of the 

3 group consisting of patient eligibility criteria and protocol workflow tasks, 

4 wherein said step of stoiiing a plurality of databases includes said step of storing a 

5 plurality of clinical trial sub-protocol components. 



1 122. A method according to claim 121, further comprising the step of providing access 

2 to individual ones of said databases by each of a plurality of clinical sites in accordance with 

3 predetermined site eligibility criteria. 

1 123. A method according to claim 120, wherein said step of providing access to 

2 individual ones of said clinical trial sub-protocol components by each of a plurality of users 

3 comprises the steps of: 

4 providing read/write access to a first one of said clinical trial sub-protocol components 

5 by a first one of said users; and 

6 providing read but not write access to said first clinical trial sub-protocol component by 

7 a second one of said users. 
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1 124. A method according to claim 123, wherein said step of providing access to 

2 individual ones of said clinical trial sub-protocol components by each of a plurality of users 

3 further comprises the steps of 

4 providing read/write access to a second one of said clinical trial sub-protocol components 

5 by said second user, 

1 125. A method according to claim 120, wherein a first one of said sub-protocol 

2 components includes first and second sub-protocol sub-components. 



1 
2 
3 

1 
2 

1 
2 
3 
4 
5 



126. A method according uo claim 125, fiirther comprising the step of providing access 
to said clinical trials sub-protocol sub-components by each of a plurality of users in accordance 
with predetermined sub-protocol sub-component level access controls. 



127. A method according 
sub-protocol components from a p 



to claim 120, fiirther comprising the step of receiving said 
urality of different protocol designers. 



At least one comput er readable medium collectively carrying a library identifying 
a plurality of clinical trial sub-protccol components each identifying at least one member of the 
group consisting of patient eligibili y criteria and protocol workflow tasks, said library further 
identifying sub-protocol comp6nen| level user access controls for at least a subset of said sub- 
protocol components. 



1 129. A medium according to claim 128, wherein said library fiirther identifies a 

2 plurality of protocol databases each identifying, for a respective clinical trial protocol, at least 

3 one member of the group consisting Af patient eligibility criteria and protocol workflow tasks, 

4 wherein one of said clinical triaj sub-protocol components is a component of one of said 

5 clinical trial protocols. 
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1 1 3 0. A medium according to claim 1 29, wherein said library further identifies protocol- 

2 level access controls which control access to individual ones of said databases by each of a 

3 plurality of clinical sites. 

1 13 L A medium according to claim 128, wherein said sub-protocol component level 

2 user access controls include a first control which provides read/write access to a first one of said 

3 clinical trial sub-protocol componetits by a first user and which further provides read but not 

4 write access to said first clinical trial sub-protocol component by a second user. 



1 
2 
3 

1 
2 

1 
2 

1 
2 



132. A medium according to claim 131, wherein said sub-protocol component level 
user access controls further include a third control which provides read/write access to a second 
one of said clinical trial sub-pro ocol components by said second user. 



133. A medium according to claim 128, wherein a first one of said sub-protocol 
components includes first and second sub-protocol sub-components. 



134. A medium acco 
user access controls further inc 

135. A medium acco 
protocol components were pre; 



rding to claim 133, wherein said sub-protocol component level 
ude sub-protocol sub-component level user access controls. 

ding to claim 128, wherein first and second ones of said sub- 
ared by different protocol designers. 



1 136. A method according to claim 128, wherein first and second ones of said sub- 

2 protocol components are both cdmponents of a common clinical trial protocol. 
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1 137. A method according to cl6im 128, wherein first and second ones of said sub- 

2 protocol components are components of first and second different clinical trial protocols. 

1 138. A medium according tb claim 137, wherein said first and second clinical trial 

2 protocols address different disease ca[tegories. 
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